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DETAILED ACTION 
Election/Restrictions 
Applicant's election without traverse of Group I in the reply filed on October 12, 
2006 is acknowledged. 

Applicant is entitled to have Group II rejoined under M.P.E.P. § 821.04, if the 
claims of Group I are ultimately found allowable. 

Group II is withdrawn from further consideration pursuant to 37 CFR 1.142(b), as 
being drawn to a nonelected subject matter, there being no allowable generic or linking 
claim. Applicant timely traversed the restriction (election) requirement, and reserved the 
right to file a divisional application to the non-elected subject matter. 

An action on the merits on claims 1-19 and 25-41 is contained herein. 

Claim Rejections - 35 USC § 112, second paragraph 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter, which the applicant regards as his invention. 

1. Claims 1-19 and 25-41 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. The scope of compounds intended as the 
metal mesoporphyrin compound is unclear. Additionally, a formula should be 
consistently presented in the claims. Correction is required. 

2. The claims need to be complete with themselves. The structure of the 
compounds of the claims is not in the claims. 

3. The structures of the compounds of the claims are not in the Specification. 
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4. Claims 2-19 and 25-41 are rejected because the claims are dependent on 
rejected independent claim 1. 

Claim Rejections - 35 USC § 112, first paragraph 
The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 1 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter, which was 
not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. 

The issue concerning the meaning of "metal mesoporphyrin compound". Claim 1 
does not contain a generic formula indicating structural makeup for Applicant's 
invention. 

According to the MPEP § 2163, "a question as to whether a specification provides an 
adequate written description may arise in the context of an original claim which is not 
described sufficiently (see, e.g., LizardTech, Inc. v. Earth Resource Mapping, Inc., 424 
F.3d 1336, 1345, 76USPQ2d 1724, 1733 (Fed. Cir. 2005); Enzo Biochem, 323 F.3d at 
968, 63 USPQ2dat 1616 (Fed. Cir. 2002); Eli Lilly, 119 F.3d 1559, 43 USPQ2d 1398), a 
new or amended claim wherein a claim limitation has been added or removed, or a 
claim to entitlement of an earlier priority date or effective filing date under 35 U.S.C. 
119, 120, or 365(c). Most typically, the issue will arise in the context of determining 
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whether new or amended claims are supported by the description of the invention in the 
application as 

filed (see, e.g., In re Wright, 866 F.2d 422, 9 USPQ2d 1649 (Fed. Cir. 1989)), 
whether a claimed invention is entitled to the benefit of an earlier priority date or 
effective filing date under 35 U.S.C. 119, 120, or 365(c) (see, e.g., New Railhead Mfg. 
LLC. v.Vermeer Mfg. Co., 298 F.3d 1290, 63 USPQ2d 1843 (Fed. Cir. 2002); Tronzo 
v. Biomet, Inc., 156 F.3d 1154, 47 USPQ2d 1829 (Fed. Cir. 1998); Fiers v. Revel, 984 
F.2d 1164, 25 USPQ2d 1601 (Fed. Cir. 1993); In reZiegler, 992 F.2d 1197, 1200, 26 
USPQ2d 1600, 1603 (Fed. Cir. 1993)), or whether a specification provides support for a 
claim corresponding to a count in an interference (see, e.g., Fields v. Conover, 443 F.2d 
1386, 170 USPQ 276 (CCPA 1971)). Compliance with the written description 
requirement is a question of fact, which must be resolved on a case-by-case basis. Vas- 
Cath, Inc. v. Mahurkar, 935 F.2d at 1563, 19 USPQ2d at 1116 (Fed. Cir. 1991). 
There is a strong presumption that an adequate written description of the claimed 
invention is present when the application is filed. In re Wertheim, 541 F.2d 257, 263, 
191 USPQ 90, 97 (CCPA 1976) ("we are of the opinion that the PTO has the initial 
burden of presenting evidence or reasons why persons skilled in the art would not 
recognize in the disclosure a description of the invention defined by the claims"). 
However, as discussed in paragraph I., supra, the issue of a lack of adequate written 
description may arise even for an original claim when an aspect of the claimed invention 
has not been described with sufficient particularity such that one skilled in the art would 
recognize that the applicant had possession of the claimed invention. The claimed 
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invention as a whole may not be adequately described if the claims require an essential 
or critical feature which is not adequately described in the specification and which is not 
conventional in the art or known to one of ordinary skill in the art. For example, consider 
the claim "A gene comprising SEQ ID NO:1." A determination of what the claim as a 
whole covers may result in a conclusion that specific structures such as a promoter, a 
coding region, or other elements are included. Although all genes encompassed by this 
claim share the characteristic of comprising SEQ ID NO:1 , there may be insufficient 
description of those specific structures (e.g., promoters, enhancers, coding regions, and 
other regulatory elements) which are also included. The claimed invention as a whole 
may not be adequately described where an invention is described solely in terms of a 
method of its making coupled with its function and there is no described or art- 
recognized correlation or relationship between the structure of the invention and its 
function. A biomolecule sequence described only by a functional characteristic, without 
any known or disclosed correlation between that function and the structure of the 
sequence, normally is not a sufficient identifying characteristic for written description 
purposes, even when accompanied by a method of obtaining the claimed 
sequence. For example, even though a genetic code table would correlate a known 
amino acid sequence with a genus of coding nucleic acids, the same table cannot 
predict the native, naturally occurring nucleic acid sequence of a naturally occurring 
mRNA or its corresponding cDNA. Cf. In re Bell, 991 F.2d 781, 26 USPQ2d 1529 (Fed. 
Cir. 1993), and In re Deuel, 51 F.3d 1552, 34 USPQ2d 1210 (Fed. Cir. 1995) (holding 
that a process could not render the product of that process obvious under 35 U.S.C. 
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103). The Federal Circuit has pointed out that under United States law, a description 
that does not render a claimed invention obvious cannot sufficiently describe the 
invention for the purposes of the written description requirement of 35 U.S.C. 1 12. Eli 
Lilly, 119 F.3d at 1567, 43 USPQ2d at 1405. Compare Fonar Corp. v. General Electric 
Co., 107 F.3d 1543, 1549, 41 USPQ2d 1801, 1805 (Fed. Cir. 1997) ("As a general rule, 
where software constitutes part of a best mode of carrying out an invention, description 
of such a best mode is satisfied by a disclosure of the functions of the software. This is 
because, normally, writing code for such software is within the skill of the art, not 
requiring undue experimentation, once its functions have been disclosed. * * * Thus, 
flow charts or source code listings are not a requirement for adequately disclosing the 
functions of software."). 

A lack of adequate written description issue also arises if the knowledge and level 
of skill in the art would not permit one skilled in the art to immediately envisage the 
product claimed from the disclosed process. See, e.g., Fujikawa v. Wattanasin, 93 F.3d 
1559, 1571, 39 USPQ2d 1895, 1905 (Fed. Cir. 1996) (a "laundry list" disclosure of every 
possible moiety does not constitute a written description of every species in a genus 
because it would not "reasonably lead" those skilled in the art to any particular species); 
In re Ruschig, 379 F.2d 990, 995, 154 USPQ 118, 123 (CCPA 1967) ("If n- 
propylamine had been used in making the compound instead of n-butylamine, the 
compound of claim 13 would have resulted. Appellants submit to us, as they did to the 
board, an imaginary specific example patterned on specific example 6 by which the 
above butyl compound is made so that we can see what a simple change would have 
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resulted in a specific supporting disclosure being present in the present specification. 
The trouble is that there is no such disclosure, easy though it is to imagine it.") 
(emphasis in original); Purdue Pharma L.P. v. Faulding Inc., 230 F.3d 1320, 1328, 56 
USPQ2d 1481, 1487 (Fed. Cir. 2000) ("the specification does not clearly disclose to the 
skilled artisan that the inventors ... considered the ratio... to be part of their invention .... 
There is therefore no force to Purdue's argument that the written description 
requirement was satisfied because the disclosure revealed a broad invention from 
which the [later-filed] claims carved out a patentable portion")." 

Applicants are reminded of what the U.S. Court of Appeals Federal Circuit wrote 
in University of California v. Eli Lilly and Co. 43 USPQ2d 1398, "[l]n claims involving 
chemical materials, generic formulae usually indicate with specificity what the generic 
claims encompass. One skilled in the art can distinguish such a formula from others 
and can identify many of the species that the claims encompass. According, such a 
formula is normally an adequate description of the claimed genus." "A definition by 
function, as we have previously indicated, doesn't not suffice to define the genus 
because it is only an indication of what the gene does, rather than what it is. See Fiers, 
984 F.2d at 1 169-71, 25 USPQ2d at 1605-06 (discussing Amgen)." It is only a definition 
of a useful result rather than a definition of what achieves that result." "The description 
requirement of the patent statute requires a description of an invention, not an indication 
of a result that one might achieve if one made that invention. See In re Wilder, 736 F.2d 
1516, 1521, 222 USPQ 369, 372-73 (Fed. Cir. 1984) (affirming rejection because the 
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specification does "little more than outlin[e] goals appellants hope the claimed invention 

achieves and the problems the invention will hopefully ameliorate.")". 

Obviousness-type Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims1-19 and 25-41 are rejected on the ground of nonstatutory double 
patenting over claims 1-33 of U. S. Patent No. 6,818,763 since the claims, if allowed, 
would improperly extend the "right to exclude" already granted in the patent. 

The subject matter claimed in the instant application is fully disclosed in the 
patent and is covered by the patent since the patent and the application are claiming 
common subject matter, as follows: in the claims of the patent and the instant 
application, the metal mesoporphyrin compound core is shared and the patent and 
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application differ in the use of a halide, where applicant excludes the halide on the 
compound core. 

Furthermore, there is no apparent reason why Applicant was prevented from 
presenting claims corresponding to those of the instant application during prosecution of 
the application, which matured into a patent. See In re Schneller, 397 F.2d 350, 158 
USPQ 21 0 (CCPA 1 968). See also MPEP § 804. 

Conclusion 

Claims 1-19 and 25-41 are pending. Claims 1-19 and 25-41 are rejected. No 
claims are allowed. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to PAUL V WARD whose telephone number is 571-272- 
2909. The examiner can normally be reached on M-F 8 am to 4 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James 0 Wilson can be reached on 571-272-0661 . The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




